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Company Overview 
 
Accelerating drug metabolism research 
Human Biologics International, (HBI) provides innovative in vitro metabolism products for basic and 
preclinical drug discovery research worldwide.  In April 1997 CDER, a division of the US Food and 
Drug Administration, published its guidance for industry relating to in vitro drug metabolism/drug 
interaction studies in the drug discovery process.  In this guidance document CDER identifies that in 
vitro metabolism studies with microsomal products are critical in the drug discovery process.  
Incorporated in 1991, HBI was the FIRST company in the world to offer characterized human liver 
microsomal products commercially thus providing an essential discovery tool for pharmaceutical 
research.  In addition to many other in vitro discovery products, HBI also discovered and markets a 
patented kit (HepatoScreen® Test Kit) which scientists use to identify the cytochrome P450 enzyme(s) 
responsible for a drug’s metabolic process.  This is generally recognized as the most crucial step, as noted 
by CDER, in the early preclinical approval process of the discovery and development of new drugs. 
 
Expertise 
 
Memberships 
1. International Society for the Study of Xenobiotics (ISSX) Chair/Organizer ISSX Exhibits Committee (1998 -2003) 
2. Society of Toxicology (SOT) 
3. American Assoc. Pharmaceutical Scientists (AAPS) 
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Business Outlook 
 
Mission Statement To assist researchers around the world in developing new life saving medicines, by 

providing innovative drug discovery tools which are critical in the early 
discovery/development phase of the drug approval process. 
 

 
Products and Services 
 

What Patent:  HepatoScreen® Test Kit  Patent # 5,478,723 Patents 

Describe:  A Method and Apparatus used to Identify the Enzyme(s) Responsible 
for the Metabolism of a Chemical. 
 

Products 1. HepatoScreen ® Test Kit  (P450-Reaction Phenotyping Chemical Analysis Kit) 
2. HepatoSomes®  (Human Liver, Lung, and Intestinal Microsomes) 
3. HepatoSNine®   (Human Liver, Lung and Intestinal S9 Fractions) 

 
 
Needs and Interests 
 

 D
ru

g 
D

is
co

ve
ry

 

 P
re

-c
lin

ic
al

 T
ria

ls

 P
ha

se
 1

 c
lin

ic
al

 P
ha

se
 1

-2
 c

lin
ic

al

 P
ha

se
 2

 c
lin

ic
al

 P
ha

se
 2

-3
 c

lin
ic

al

 P
ha

se
 3

 c
lin

ic
al

 P
ha

se
 3

-4
 c

lin
ic

al

 P
ha

se
 4

 c
lin

ic
al

 O
n 

M
ar

ke
t

(S
er

vi
ce

s t
oo

)

Stage of Development

 

 B
io

in
fo

rm
at

ic
s

 B
.P

.-
M

ic
ob

io
lo

gi
ca

l

 B
.P

.-T
is

su
e

 C
he

m
is

try

 D
ia

gn
os

tic
s-

D
ev

el
op

m
en

t

 D
ia

gn
os

tic
s-

Se
rv

ic
es

 E
nv

iro
nm

en
ta

l

 N
eu

ro
sc

ie
nc

e

 T
he

ra
pe

ut
ic

s

 V
iro

lo
gy

Fields of Study

 
 
  

 B
io

pr
oc

es
sin

g

 D
ru

g 
D

el
iv

er
y

 G
en

e-
Th

ea
py

 G
en

om
ic

s

 H
.T

. S
cr

ee
ni

ng

 L
ab

 R
ea

ge
nt

s

 P
ro

te
om

ic
s

 V
ac

ci
ne

s

 P
ha

se
 1

 P
ha

se
 2

 P
ha

se
 3

 P
ha

se
 4

 M
ar

ke
tin

g

 M
an

uf
ac

tu
rin

g

 S
al

es

Tools Used

 B
on

e,
 M

us
cl

e,
Jo

in
t

 C
an

ce
r

 C
ar

di
ov

as
cu

la
r

 H
or

m
on

al
D

iso
rd

er
s

 Im
m

un
e

D
iso

rd
er

s

 In
fe

ct
io

us

 In
fla

m
m

at
or

y

 M
et

ab
ol

is
m

 N
er

vo
us

 S
ys

te
m

 R
es

pi
ra

to
ry

 S
ki

n 
D

is
or

de
rs

 T
ra

ns
po

rte
rs

Diseases Studied

 
 

14 


